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FREEDOM OF INFORMATION SUMMARY 

1. GENERAL INFORMATION: 

a. File Number: ANADA 200-124 

b. Sponsor: Phoenix Scientific, Inc. 
3915 South 48” St. Terrace 
St. Joseph, MO 64503 

c. Established Name: 

d. Proprietary Name: 

e. Dosage Form: 

f. How Supplied: 

g. How Dispensed: 

h. Amount of Active Ingredients: 

i. Route of Administration: 

j. Species/Class: 

k. Recommended Dosage: 

1. Pharmacological Category: 

m. Indications: 

Drug Labeler Code 059130 

Flunixin meglumine 

Flunixin Meglumine Injection 

Injectable 

100 mL and 250 mL multidose vials 

Rx 

Each milliliter contains fhmixin meglumine 
equivalent to 50 mg flunixin 

Horse: intramuscular or intravenous 
Cattle: intravenous 

Horse and cattle 

Horse: 0.5 mg/pound (lmL/l OOlbs) of body 
weight once daily. 
Cattle: 1.1 to 2.2 mg/kg (0.5 to 1 mg/lb; 1 
to 2 mL per 100 lbs) 

Non-narcotic, nonsteroidal, analgesic 
anti-inflammatory, and antipyretic 

Horse: Flunixin Megiumine Injection is 
recommended for the alleviation of 
inflammation and pain associated with 
musculoskeletal disorders in the horse. It is 
also recommended for the alleviation of 
visceral pain associated with colic in the 
horse. 
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n. Effect of Supplement: 

Cattle: Flunixin Meglumine Injection is 
indicated for the control of pyrexia 
associated with bovine respiratory disease 
and endotoxemia. Flunixin Meglumine 
Injection is also indicated for the control of 
inflammation in endotoxemia. 

This supplement provides the addition of 
lactating dairy cattle to the existing claim 
allowing for the control of pyrexia 
associated with bovine respiratory disease 
and endotoxemia and for the control of 
inflammation in endutoxemia. The 
addition of lactating dairy cattle to the 
pioneer labehng was approved on August 
19,2004, and was not protected by 
exclusivity, 

2. TARGET ANIMAL SAFETY AND DRUG EFFECTIVENES!i’: 

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by the Generic 
Animal Drug and Patent! Term Restoration Act (GADPTRA).of 1988, an Abbreviated New 
Animal Drug Application (ANADA) may be submitted for a generic version of an approved new 
animal drug (pioneer prqduct). New target animal safety and-effectiveness data and human food 
safety data (other than tissue residue data) are not required for approval of an ANADA. 

Ordinarily, the ANADA: sponsor shows that the generic product is bioequivalent to the pioneer, 
which has been shown to be safe and effective, If bioequivalence is demonstrated through a 
clinical endpoint study, then a tissue residue study to establish the withdrawal time for the 
generic product should also be conducted. For certain dosage forms, the agency will grant a 
waiver from the requirement of an:% vivu bioequivalence study. (55 FR 24645, June 18, 1990; 
Fifth GADPTRA Policy Letter; Bioequivalence Guideline, October 9,2002). 

Based on the formulation characteristics of the generic product, Phoenix Scientific, Inc. was 
granted a waiver from the requirement of an in viva bioequivalence study for the generic 
product Flunixin Meglumine Injection. The generic product is .administered as an injectable, 
contains the same active ingredients in the same concentration and dosage form as the 
pioneer product, and contains no inactive ingredients that may significantly affect the 
absorption of the active ingredient. The pioneer product, BANAl’&NE (flunixin 
meglumine) Injectable Solution, the subject of Schering-Plough Animal Health Corp. 
(NADA lOl-479), was approved for use in horses on August 2, 1977 and approved for beef 
and non-lactating dairy cattle on May 6, 1998. 
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3, HUMANSAFETY:’ 

* Toierances for Residues: 

The tolterance established for the pioneer product apphes to the-generic product. A 
tolerance, 125 parts per billion, @pb) is estabhshed fur fhmixin free acid residues 
(the marker residue) in the liver (the target tissue), 25 ppb in thi muscle, and 2 ppb 
in milk under 21 ‘CFR 556.286: The actieptable daily intake (ADI) for total 
residues of fluni$in meglumineis 0.72 micrograms-per kilogram of body weight 
per day (21 CFR-556.288). 

l Withdrawal Times: 

Because a waiver of the in viva bioequivalence study was granted* the withdrawal 
times are those previously assigned to the pioneer product. 

The withdrawal time is four days in cattle and mi&k that has been taken during 
treatment and for; 36 hours afier the last treatment must not be used for food. 

l Regulatory Method for Residues: 

The procedure foi the determination of flunixin residues in bovine. liver is a high 
performance liq$d chromatography (HPLC) method. The validated methods are 
on file at the Center forVeterin&y Medicine, 75Ob Standish Place, Rockville, 
MD 20855. 

4. AGENCY CONCLU$IONS: 

This supplemental ANADA submitted under section 5 12(b) of.theFederal Food, Drug, 
and Cosmetic Act satisfies the requirements of section 5 12(n) of the act and demonstrates 
that Fhmixin Meglumine Injectio,n, when used under i&proposed conditions of use, is 
safe and effective for its iabeled indications. 

5. ATTACHMENTS: 

Facsimile generic labeling and currently approved pioneer Sabefiing are attached as 
follows: 

Generic Labeling for ANADA 200- 124: 
Flunixin Meglumine Injection 
100 mL multidose bottle :Iabel 
100 mL multidose bottle ‘label.outsert, 2 pages 
250 mL multidose bottle ilabel 
250 mL multidose bottle ilabel outsert 
Case labels: 6 x 12 x lOo’mL, 12 x 250 mL 
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Pioneer Labeling for NeDA 101-479: 
BANAMINE (flunixin Meglumine) Injectable Solution 
100 mL multidose bottle: label 
250 mL multidose bottle label 
Package Insert (Front) 
Package Insert (Back) 

* The pioneer packages their product in individual cardboard containers, not as a case. 
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Each milliliter contains: 
Flunixin Meglumine equivalent to 
Flunixin . . . . L..‘........ I . . . . . . . . . . . . . . . . . . . . “.,.. . . . . . 
Edetete Diiodium . . . . . ...*... ‘.‘................ tt’: 
Sodium Formaldehyde 

z; 

Sulfoxylate . . . . . . . . . . . . . . . . . . . . . 2.5 ma 
Diethandlamine . . . . . . . . . . . . . . . . . 4.0 rns 
Prapylene Glycol ..,........ 207.2 mg _ 
Phenol (as preservative) . . . . 5.0 mg 
Weter For fajection . . . . . . . . . . . . . . . . . q.e. 
witb’hyd&loric acid to adjust pH 
St&m&tween 2’ and 36% (36” 

Manufactured by 
Phhtsnix Scientific, Inc. 
St. Joseptr, MO 645Q3 
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FLUNIXIN MEGLUMINE INJECTiON 
50 mg/mL 
For Intravenous or ~rn~r Use in Homes 
a~f~~~~~~ 
NotforUsefnDryDafryCowsand 
GMJTfON Federal law f&ricts this drug to use by 
or on the order of a licensed vefen’narian. 
~ Each milliier of Flu&& ~~iurn~ne 
Injection contains flunbdn meglumine equivalent to 
50 mg flu&in, 0.1 m 
sodium fo.rma!&hy B 

edetate disodium, 2.5 mg 
e sulfoxylate, ..4.0_ --mg 

dif&afi&mme, 207.2 mg propyiene gfyc0l; 5.0 m9 
. phenol as pms&vative, hydrochloric aud, water for 

t&in meglumine is a potent 
midai, analgesic a@ent with 

~n~in@ammato~ alid antipyretic amity- It is 
significantiy more potent than pentazocina, 

.I‘ 

Since many NSAlDs possess the potent&l to induce 
gas,trointeuRinal ulceration, concomitant use of 
Runixin Nleglumine injection with other anti- 
inflammato~ d 

8 

maperidine and codeine as an analgesic in the rat 
yeast paw test. 
Horse: Fkmbdn is four times as potent on a mg-per- 

A 
m basis.% phenyibutazone as measured by the 

uction in lamehess and swelling in the horse. 
Plasma haHi in horse serum is 1.6 hours 
fo@owing a single d&z of 1.1 

“r” 
Measurable 

amounts are detectable in horse p asma at 8 hours 
post iniedion, 
Caft/e: Flunitin meglumine is a weak acid 
(pKa&82V which exhibii a high degree of plasma 

--IiF ^ 
‘n binding ~(approxirnately 99$&z- However,- 

(unbound) drug appears to readii partition into 
kdy tissus8 (v,prei$ions range from 297 to 782 
rn&Ikg,~+.Tota~ bed 
to 670. ml&&s S cattle, eliniination occurs 7 

water is ~~~~ equal 

Last- 
rimarily tbrougk biliaq excration.7 This 

ln~~e~~~n~~~~rn 
7 

may, at 
,* lepeaks 

in the blood concentrationi%me proffle fol owing N 
~mfn~~ation.2 

2 

adm~ni~d rluring the prostaglandin phase of the 
eixrQus cycle. The effacts of flu&in on imminent 
parturition have not been evaluated in 

UQt 

Cattle: No flunixin-related changes (adverse 
reactions~ were n&d in cattle administered a 1X 

9 

In healthy cattle, total body clearance has been 
reported to range from 90 to 151 mt&g/hr.z+ These 
studies also rapott a large discrepancy between the 
v&me of di~d~on at a steady state &I and the 
volume of distribution associated with the terminal 
elimination phase Ns). This discrepancy appears to 
be attributeble to extended drug elimination from a 
deep compartments The terminal ha&life has been 
shownto vary from 3.1410 8.12 hours?* 
Flunixin persists in inflammatory tissues9 and is 
asso&ted with a&inflammatory properties which 
a~~,.~tl beyond-the- period-ass&a&&with 
detectable plasma. drcrg concentrations# These 
obseryations account for the cauntercloc&ise 
by$eresls associated w&b f&&in’s pharma- 
~n~pha~~ynam~ relationshipa~s 
Therefore, prediibn of drug #cordons based 
upon t$e wmatad plasma terminal etimination 
hag-life will likely under-estimate both the duration 

3 

(2.2 k&g; 1.0 rngbj dose for 9 days (three times 
the miuiium ciidical datation). Wlmimal to%& 
mar&ted *#se&at moderately elevated doses .I3X 
avd !%I when %.&in was &lmini#ared daily for 9 
d&ys, w&‘~iotiat find&s of bKyod in the fe& 
ati#or urine. Discontinue use if bematuria or fee&’ 
hIor@ ~e,~d. 
‘~~~ k horses, i&&d reports of 
~~~~e~~~.~ll~n~ i~~rnu~tar in&t& 
steady tn tha neck Me lxm 
icludt~ iowilzt3d swaGi@, bingo 
s#fnws.~.ln ye inaaqcas fir horses, fatal or 
nQ~at cfosmdial i~~~~s of other 
have -been ra$orted 

infiAions 

r use of Run 
horses and 

SW@I 
been t&a 

&&-like reactiotis, some of w&h h&e 
I, have been repotted pn”mariiy following 

intravenous usa. 

IO 
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HOW SUPPLIED Flunixin Meglumine injection, 50 
mg/mL, is available in 100 mL and 250 mL multi- 
dose vials. 

STORE BETWEEN 2” AND 30°C (36” AND 86’Ff. 

RERRMICES: 

1. Johansson M, Anler EL Gas chromatographic 
analysis of fl unixin in equine urine after 
extradive methyfation. J Chromatqr. 
1988;4275566. 

2. Oldensvik K, Johansson M. High-performance 
liquid chromatography method for determina- 

tion of fhrnixin in bovine plasma and pharma- 
cokW.ics after singb and repeated doses of the 
drug. Am J V$tRes. 1~~:~~. 

3. ~K~N~~~~Da~~,~~~. 
P~~~~ of flunixin ~lurn~ne in 
lactating cattle after single and multiple 

intramuscular and intravenous administrations. 
Am J Vetffea. 1990~1~1~1467. 

volumes of distribution in pharmacokinetics. 
Biopharm & Drug Dfspos. X%3$263-270. 

4. Oldensvik K. Fharmacokinetice offlunixin and its 9. 
effeot on prostaglandin Fb metabolite 

Lees P, Higgins AJ. Flunixin inhibits 

concentration after oral and intravenous 
prostaglandin Et production in equine 
inflammation. ffes Vet Sci. X8437:347-349. 

administration in heifers 
J Bet Pharmawl Ther. 1995;1&254-259. 

IO. Landoni MF, Cunningham FM, Lees P. 
Deterrninabon of pharmacokinetics and 

5. Hardee GE, Smith JA, Harris St. 
Pharmacokinetics of flunixin meglumine in the 

phamtaoodynamics of&&in in calves by use 

cow. Res Vet&i. 1985$9910-112. 
of pha~a~~~pha~~~arn~ 
modeling. Am J We? f&s. 1995;56:78&794. 

6. Ruck$x~sch Y, Phaneuf LP, Dunlop R. 

~~~~~id Compamnen&’ Pbi~~hia, Pa: 
of Small and large Animals Chapter ANADA 200-124, Approved by FDA 

B.C. Decker; 19918-18. Man&&red by 
Phoenix Scientific, Inc. 
St. Joseph, MO 64503 

Iss, 4-65 

of ratios of different 

of drug action and the concentration of drug 
remaining at the site of activity~ 

hours. Peak response occurs between 12 and 16 
hours and duration of a&&y is 24-36 hours, 

1~~ Horse Flunixin M~~urnina Injection 
is remends for the ali~~on of i~~rnrn~on 
and pain associated with rnu~i~~~l disorders 
in the horse. It is also ~rn~nd~ for the 
all~j~~ of visceral pain associated with cali in 
the home. 
C&fez FIunbdn ~lumine lnj~n is India for 
the control of pyrexia associated with bovine 
~spi~to~ disease and ~nd~oxemia. Flunixin 
~lurni~ Injection is also indicated for the control 
of in6ammation in endotoxemia. 
DQSE AND A~~l~fS~TiD~ Horse: The 
recommended dose for rnu~~oskei~t disorders 
is 0.5 mg per pound (I mU’100 Ibs) of body weight 
once daily. Treatment may be given by intravenous 
or intramuscular injection and repeated for up to 5 
days. Studies show onset of activity is within 2 

The recommended dose far the allevviation of pain 
ati8tM with equine colic is 0.5 mg per pound of 
body weight ln~nous admini~~on is recom- 
mended for prompt retief. Clinicat studies show pain 
isaBeviated in less than 15 minutes in many cases. 
Treatment may be repeated when signs of colic 
recur. During ctinical studies ~ppmxirn~e~ 10% of 
the horses required one or two additional 
travels. The cause of co&c ahoufd be 
d~ermin~ and treated with ~~~rn~ant therapy. 
&&tie: The r~ommended dose for con&of of 
pyrexia associated with bovine respiratory disease 
and endotoxemia and control of ~nflamm~ion in 
endotoxemia is I.1 to 2.2 mg/kg body weight (0.5 to 
1 mgfib; 1 to 2 mL per 100 lbs) given by siow 
intravenous administration e*hher once a day as a 
single dose or divided into two doses administered 

known ~ontra~nd~~t~o~ to this 
used as directed. Do not use in 

4 6 



For intravenoue or intramueculer we in 
home, end for In~revenous uee tn beef and 
daiw cat% Not far uea in dly deity awe 
end veal celvea. 

NM: ! iSWO-773.02 

NET CONTi3W3: 250 mL 

RESIDUE WiVWNOS: cettls must 
not be daughtered for human 
coneumptlon wtthln 4 d&e of the 
leet tmetme&MiL thet hae been 
taken durin 
hours after L 

treetmsnr end for.36 
e lest treatment muet 

not be used for food. Not for we 
IN dry deltv cowe. A wkhdreti 
period has not been eeteblished 
for this product in prerumineting 
c&es. Do not use in catvee to be 
processed for veeL Not for uee in 
horeee intended for food. 

N Tredsmerk of 
PhoenixfScientific, Inc. 

600062 Ias. 4-06 
Menutenured b 

Phoenix Sclentiflc. ‘; nc. 
St. Joee@. MO 64503 

Lat No. 

Exp. Dare 

f 
i Each miltiIitw contains: 

Fiunixin~W@umins equivelent to 
: Flunixin .*..,,..‘...s..* . . . . . * . . . . . ..I 
I Ed-6 ?&odium 

somg 
.*. . . . . . . . . . . . ..a.1 

/ Sodium Formetde~e 
mg 

1 sulfcuyIate ..I... . . . . . ..I * . . . . . . 
I Diathm0lemlna 

2.5mg 
...........I...... 4.0 ma 

’ ProPyhweQfycat 
; 

I,.*.” .I.. I.,. 207.2 msl 
Phenat las @reeervetive~ . . . . . . . . . 80 mg 

’ 
WaterFor I@ctkm . ..*..** . . ..I. *... 4.9. 

I with hydrochlolic acid to adjust pH 
3 



body weight daily for 10 - 
SAFElV f!om A 3-fold intramuecu$r \zk;” 

ztbPi 
dwnp wem obsewed in hematology, sarum chemi 
or utmalydi values. Inttevermus dv of 6.5 23 
daily for 15 days; 1.5 mgIlb daily for 10 days; and 2.5 m@b 
deilv for 5 davs ~toduced no chenaes in blood or urme 
parameters. lilo‘injection site iriition was observed 
roiiowina intramuswiar iniection of the 0.5 ma/lb 
recomm&xied dose. Sam; *krita%n was observed 
following a 3+fold dose administered intramusculariy. 
Caffk No flunixin-telated changes (adverse reactions) 
ware noted in cattle administered a 1X (2.2 m 
mg$bj dose for 3 aayS %ree times the maximum c meal 

l3pj.O 

duretion}. Minimal toxicity manifested its& at modemtely 
elevated doses (3X and 5x1 when flu&in was 
admlnistered daily for 3 days, with occa&nal findings of 
blood in the ieces and/or urine. Discontinue use if 
~~~or~lb~~o~~~ . 
~~ln~,.~l~r~~l~ 
madions followi~9 intrwnbscular fn~~,~~~ 

Yin .~n~~Ye~~~*~i~u~~~ 
swellii, sweat&g. induration, and stit&ss. in rare 

Hone: Flun’kdn is four times as potent on a mgqef-mg 
basbaspheo butmneasmeesured 

it 
thereductionin 

ltawnem an swellii in ths horse Pasma half-Iii in by 
horse serum is 3.6 hours f&owing a single dose of 1.1 
mgllrg. Maasurable amounts are detectable in horse 
plasma at8 hours post injection. 
&f/s flunhtin meglumine is a weak acid (pKa&S2~1 
whkh exhibits a h’ h 
lapproximately 332 

degree of plasma protein biniting 
).I However, free (unbound) drug 

ion into body tissues 
to 782 mi.ikg.2~ Total body 
to 670 ml&g).s In cattle, 

This may, et least in 
through bilisry excretiond 

pert, explain the presence of multiple 
1 

peaks in the btood wncentratiot@ime profile following IV 
~rnin-~o.s 

Thefdom, pm&ion of drug conosntratiions based upon 
the estimated p&ma ~~i~i,%lirni~~on half-fife will 
like& und&esbrimte both d$ duration of drug action and 
~~~of~~a~~~~e~~~, 
ffK%AllOf@ Hoi-se; Flunixin Meglumine lnjaction is 
recommended for the @@ation of inflammation and pain ~~rn~i~~}~~~~ intheh0rse.L 
is also timemled for the alleviation of virieerat pain 
a~~~~i~~e~. 
fWf3z Pkrnixin b%giumine b$adion is ir&ated for the 
control of pyrexia asso&ted with bovine respiratory 
dii and endoto&mla flu&in Meglumine fnjection is 
also indicated for the control of inflemm~~n in 
endoto~mia. 
D0SE ANo ~~ Horse:The recommended 
dose for musculoskeletal disorders is 0.5 mg per pound 
(1 mu100 Ibs) of body weight onoe daily. Treatment may 

2 

3. 

IO. 

ANADA 266-124, Approved by FDA 

Manvfadutad by 
Phoenix Scientific, Inc. 
St Joseph, MO 645Q3 

6om2 1%. 4-05 

be given by intravenous’or intramuscular injection and 
repeated for up to 5 day& Shidii show onset of activii is 
WithlK 2 l?oowPeak 6eonrs betwars 12 and 16 

fronds dose 

d~~i~an~t~~~~~~e~~. 
C&e: The recciramendad dose for cootfol of pyre&a 
tstmdbd hi81 * &t&tie akin d&a&e’ abd 
endqtoxemie and.ctontml of ibid in endotoxemia 
isl.tfii2Z~badyweighflas~or;IfollmL 
par 100 Ibs) &en b slow intravenous admb&ration 
either oflce a day as a single dose ~‘~~~,i~o two 
dosxis administered at t%our interveis for up to 3 days. 
The total daily dose should not exc& 2.2 mg/%g (1.0 
rngb) of body weight. Avoid rapid intravenous 
admk%tration of the drug. 
~1~~ h%e:Thereare no knowncontm 
indications to this drug @hen used as directed. Intra- 
arterial @e&on shotdd be avoided. l&r&% insdverte&y 
inject& intisgrteriaHy mn show edwa-se raacttons. Signs 
can be ataxia, incosnlination, bype~entilation, hystbria, 
and mus&weaknesa Signs are tran%nt and wr 
wlthout antidotql me&a&r within a few minutes Do not 
tise in horses showing hypersensitiviiy to Runixin 
meglumlne. 
C&e: There are no b contmindiions to this drug 
in cattle when used as directed. Do not use in animals 

3 

Each milliliter contains: .. 
Fiunixin Me&mine equivalent to 
Flunixin ,..............,......,....a.* 50mg* 
Edetate Disodium ., . . . . . . . . . . . . . . 0.1 mg 
Sodium Formaldehyde 

Sulfoxylate . . . . . . . . . . . . . . . . . . . . . 2.5 mg 
Diethanolamine . . . . . . . . . . . . . . . . . . 4.0 mg 
Propylene Glycol .., . . . . . . . . ,.. 207.2 mg 
Phenol (as preservative) . . . . . . . . . 5.0 mg 
Water For Injection * . . . . . . . . * . . . . *... q.s. 
with hydrochloric acid to adjust pH 

Store between 2” and 30°C (36” and 86°F). 

showing hypersensitivii to fiunixin megfbmine. Use 
judiciously when renal irn.wi!meM or gastric ulceration 

for renal to&&y are 
concomitant diitetic 
cardiavascuiar: d/at hepath: dv6futin. 
Since many iSAiDs 
3~mi~~n~ ubra tp 

&sass’& -&ential to induce 
on, concom*&nt use of Flu&in 

M IUmine InjeGion witb other an6-inflammatoty drugs, 
sue as other NSAtDs and corticosterotds, should be “a 
6vdded or d&dy monitor&. 
Hor+x The effect of Flunixin Meglumine lnjedlon on 

hes not been determlwd. Studies to determine 
~~ o u&in f&glumine ln ion when adfiini&ered 
c~ncorn~ with other drugC P ave not been conducted. 
Drug ~~1~ should ba monitored dasely in patients 
mqukfng adjllnctive the&py. 
C&/e: Do not use in bulls intended for breeding, as 
reprodu&ve affects of Fhmtin Maglumine injection in 
these dasses of cattie have not been investigated. NSAlDs 
am known to have potential effects on b&h parturition 

4 
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F-27050603 PHOWCT 
IN~ff~~OM 

Veterinary 
IFor Wavenous. or liitramusizular 
be in Morses, aud.fpr Intyavanolrs 
luse in Beef aqd Oqy Cat&. 
Not for Us6 in Dry Dpry Cows 
and Vs’al Calves. 

CAOTJON Federal law rastricts this drug tc us+ by or OR the 
order of a licensed veterinariin.: 
OEWUlWlN Each r0rMiir oXtlANAMl,f$E lnjktabfe Soknien 
a~nteins flunixia m  
edeate diiodiim, 2 7 

IBmine eqdlvalent to ~~g~n~~~ mg 
mg s&u@ fcrmawa subxylate,rl;o mg 

diethanaiamine, 207.2 mg pml)y\eae 
preservative. hydmcMoricacid,vater il 

I$%& 5.6 mg pbnul as 
r iajedcu qs. 

PHARMACOlRGY Runixinme~lumine is apetent, narbtircctic. 
notikebidal inaigask a en{, with aat~inUarn~~a~ and 
antipyre& a&iv& It is SigA&tly mke@eMhan pentazccfne, 
me ridine,andcodei~ea~enedai~m~~~a~~~~ 

r$ am: Fktnixin is four times bs aatent onl m‘il-aer-ma basis 

USA0532031NR 
us 3a2911 
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C&t/e: There are no known ~ontr%in~catio~~ tqthis drug in 
cattle when used as dipcted. 00 not uti in ~~a~.sho~ng 
bypersen&vity to fhuuxin megiumine. &e ,~~~~u~y when 
ienal impairment or gastric ulceration nre suspeofed, 

RESJOUE WARN&S: Cattle must not be&u 
for human consumption within 4 days of t e last It 

tered 

treatment. Milk that has been taken during treatment 
and for 36 hours after the last traatmqnt must not 
be used for food. Rat for use in dry d&y WWS, A, 
withdrawal period has not been estabfished for this 
product in pmrumrnating cafves. 09 not use in cafves 
grb;lrssed for veal. Not for use m  horses untended 

PRECAUTIONS As a class cycloaxyganase inhibitory NSAfDs 
may be associated with gastrointestinal and renal toxicity. 
Sensitivity to drug-associated adverse effects vanes with the 
individual patient. Pane& at greatest risk far renaf.toxicity are 
those that are dehydrated, on concomitant diu~~~the~p~ or 
those with renal, cardiovascular, andAn hegatic &&mctian. 
Since, many NSAIO~ possess the potential to induce 

gastrointestinal ufceratton, concomitant use of BANAMINE 
Injectable Solution w&h ether ?ntf-inffamm~~‘~ 

Qir 
, such as 

~~~~~~~10s and cortrcesteretds, should be re&tde crclosely~ 

Horse: The effect of’ BANAMfNE fn’ectable Solution on 
pmgnan 
activity o BANAMfNE l~je~~bl~Sof~ia~ when administerad s 

has not bean determined. 4 tudiea tb determine 

concomitantly with other drugs have net &II cmid~ad, @tg 
compatibility should be monitored closely m  patients requrrmg 
adjunctive the& 

&W.Ho not use in buiU intended for breetling. as reproductive 
effects of BARAMINE h$ectable Sofution in tbes’e classes of 
cettle have not bean investigated. NSAfBs arekoolvn to have 

!h 
otentfal effects on both parturftion and then estrous cycfe. 
em may be a delay in the onset of astrus $’ ffunfxin is 

administered during the ~pmstagfandii phase of~%m .estrous 
cycle. The effects of ftunfxin on imminent perturitmn have not 
been evaluated in a eonfroiled study -NSAfUs are known to 
have the potential to d&lay paiturition through’ a towfytFo 
effect. 00 not exceed the mcommendaddose. 
SAFETY Hum: A 3-fold intramusmdar dose of 1.B mgflb of 
body weight daily for IO consecutive. days-@@ safe. No 
than 
urina ysis values. intravenous dose@ of 9.5 mg& daily for 1 

es were obsetved in he~to~og~ serum dlemistry, or 

15 days; 1.5 mgllh daily for Wdays: and 25 mg% daily for 
5 days produced no ohan 
infection site irritatfon P. 

es in blood or urfne parameters. Ro 
w s observed folfov&g~ imramuscufar 

inject,ion of the 0.5 mgllti recommended dose. Smtt@r&&n 
was observed foflowing a ljfold d~~rn~~~,~~rn~la~ 

&R/e: No flunixin-related chang8s (adverse reSions] vvem 
noted in cattle administered a 1X (2-2 mgfkg; l.O:mgAbl dase 
for 3 days. (three times the maximum .~9n~~~.‘dum9&~. 
Minimal toxicit manifestqd itself Umbderetafy &Wad doses 
(3XendfrX)wL fhfntxm was~admintstertfd da(l@r 3 days, . ‘: 
with occasional findings ef bloud in the feces andFar urine. 
Oiscantinue use if hematmie or feJ bleed are abseived+ 
ADVERSE REACTiONS ,ln horses, isolatad report&of local 
reactions fotiowing intramusoular ~~a~n~p~~~y in the 
neck, have been received. These include ~~li~~.:~g~; 
sweating, induration, end stiffness. In-rare instances in horses, 
fatal or nonfatal dostridiaf infections or other infections have 

b&n, ,mportad in assec&ion with intramuscular usa’ of 
~~~~~~, fnfactabfa Sqfutian. In ilorssa and &tfe, rare 
btstemsaJ %I ~~p~la~~~-l~~ rwtioss, m m  of which have 
bean ~,~~ Wn reported, p~~~~~~ intmven~ususe~ 
HOW SWPPf$U S~A~fN~ Injectabte Solution 90 m  7 mL, 
is avaifabie ‘in 50:mL (NBC OfWB851-&I, IgO-mL 
(NM: 0061 -OS51 -031, snd %OmL~ IfUDC QD9T-0851-94) 
multi-dose yiafs. 
Sfora b$waen 2" I& 30°C (38" end 99%). 
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